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Status 

1 )KI Responsive to communication(s) filed on 30 December 2009 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-21 and 23-34 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-21 and 23-34 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

1 . The Amendment filed 1 2/30/2009 has been entered. The previous objection to 
the claims is withdrawn in light of applicant's amendments. The previous rejection under 
35 USC 112, 2 nd paragraph, is withdrawn in light of applicant's amendments. Claims 1- 
21 and 23-34 are currently pending in this application. 

Response to Arguments 

2. Applicant's arguments filed 12/30/2009 have been fully considered but they are 
not persuasive. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., separate fibers) are not recited in the rejected claim(s). Although the claims are 
interpreted in light of the specification, limitations from the specification are not read into 
the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 
The examiner notes that the limitations "cartilage-like" and "brush-like" are very broad 
and appear to include elements not actually disclosed (those encompassed by "-like"), 
potentially rendering the scope of the claim unascertainable. See MPEP 2173.05(d). 
The examiner takes the position that the polymeric phase (22) taught by Brown meets 
the limitation of a fiber layer because it is made up of natural biopolymers including 
collagen and elastin, which are known fibrous materials/tissues. 

In response to applicant's argument that Brown does not provide for fibers that 
are aligned essentially parallel to the axis of insertion of the prosthetic device and 
essentially perpendicular to the top surface of the base component, the examiner 
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disagrees. The examiner maintains the position that it would have been obvious to one 
having ordinary skill in the art at the time of the invention to try this type of orientation of 
fibers, particularly in view of the lack of any disclosed criticality of the claimed limitations 
(see page 6 of applicant's specification that states that fibers may change alignment 
direction). The examiner also notes that the term "comprising" used in claim language 
means that the named elements are essential, but other elements may be added and 
still form a construct within the scope of the claim. See MPEP 21 1 1 .03. Therefore, since 
it is not required by the claim language that all the fibers be aligned essentially parallel 
to the axis of insertion, it can be argued that at least some of the fibers present in the 
device of Brown would inherently meet this limitation. Further, the examiner notes that 
the axis of insertion is considered to be a broad limitation since the device is not 
necessarily inserted in only one direction or on only one axis. Further still, the term 
"essentially" is a relative term and the specification does not appear to contain adequate 
guidelines and examples that are considered sufficient to enable a person of ordinary 
skill in the art to draw a line between what is essentially parallel or perpendicular and 
what is not. See MPEP 2173.05(b). 

In response to applicant's argument that there is a fundamental difference 
between the porosities of Brown and the liquid absorbing capacity claimed, the 
examiner disagrees. The term porosity is defined as being able to absorb fluids/liquids. 
Therefore, the examiner maintains that the porosities taught by Brown meet the claimed 
liquid absorbing capacities, as claimed by applicant. It is noted that the features upon 
which applicant relies in the arguments (i.e., the fibers' capability of binding water and 



Application/Control Number: 1 0/561 ,878 Page 4 

Art Unit: 3738 

forming a hydrogel under swelling) are not recited in the rejected claim(s). Although the 
claims are interpreted in light of the specification, limitations from the specification are 
not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 (Fed. 
Cir. 1993). 

In response to applicant's argument that the fiber diameter and optimal 
dimensions of the ceramic anchor are not obvious over Brown, the examiner disagrees. 
The examiner maintains that it would have been obvious to one having ordinary skill in 
the art at the time of the invention to modify the scaffold of Brown to include these 
limitations in order to provide a prosthetic implant that would properly fit the size of 
defect in need of repair, particularly in view of the lack of any disclosed criticality (see 
pages 8, 10, and 13 of applicant's specification). Further, it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

In response to applicant's argument that the claimed present invention containing 
fibrous brush-like structures and a component, such as cell concentrates and/or blood 
fractions added upon implantation are not obvious over Brown, the examiner disagrees. 
Brown clearly teaches that cells including osteoblasts, chondrocytes, autogeneous, 
allogenic, and xenogenic, may be applied or seeded into the device (col. 1 1 , lines 18- 
51), and therefore meets these limitations as claimed. 

Claim Rejections - 35 USC § 103 
3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1 -21 and 23-34 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over US Patent No. 6,626,950 B2 to Brown et al. (Brown). 
Regarding at least claims 1 , 2, 1 9, 21 , 30, 31 , and 34 

Brown teaches a prosthetic implant having a tissue scaffold component and a 
fixation component that is useful in the repair/regeneration of defects present at junction 
sites such as articular or meniscal cartilage (col. 3, lines 13-30). The scaffold 
component (prosthetic device; 20) has a polymeric phase (fiber layer; 22) and ceramic 
phase (base component; 24), which are mechanically interlocked at interphase region 
(stabilization area/cell barrier layer; 26). Each of the polymeric phase (fiber layer; 22), 
ceramic phase (base component; 24), and interphase region (stabilization area/cell 
barrier layer; 26) have pores (23, 25, and 27) with an open cell structure (col. 4, lines 
28-34). Brown also depicts the interphase region (stabilization area; 26) as a zone 
comprising at least one layer, as claimed by applicant (fig. 1). 
Though Brown does not explicitly teach that the fibers are aligned to more than 50, 
preferably more than 90%, essentially in parallel to the insertion axis, or essentially 
perpendicular to a top surface of the base component, the examiner asserts that it 
would have been obvious to try this type of orientation of fibers, particularly in view of 
the lack of any disclosed criticality of the claimed limitations (see page 6 of applicant's 
specification that states that fibers may change alignment direction). The examiner also 
notes that the term "comprising" used in claim language means that the named 
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elements are essential, but other elements may be added and still form a construct 
within the scope of the claim. See MPEP 21 1 1 .03. Therefore, since it is not required by 
the claim language that all the fibers be aligned essentially parallel to the axis of 
insertion, it can be argued that at least some of the fibers present in the device of Brown 
would inherently meet this limitation. Further, the examiner notes that the axis of 
insertion is considered to be a broad limitation since the device is not necessarily 
inserted in only one direction or on only one axis. Further still, the term "essentially" is a 
relative term and the specification does not appear to contain adequate guidelines and 
examples that are considered sufficient to enable a person of ordinary skill in the art to 
draw a line between what is essentially parallel or perpendicular and what is not. See 
MPEP 2173.05(b). 
Regarding at least claims 3-8 

Brown teaches the invention substantially as claimed according to claim 1. The 
polymeric phase (fiber layer; 22), taught by Brown, may be either a natural or synthetic 
polymer, or combinations thereof. Natural biopolymers include collagen, elastin, etc. 
(col. 6, lines 61-65). Brown also teaches a variety of porosities ranging from about 20% 
to about 98% for the polymer foam (col. 4, lines 6-7), and more specifically, a porosity in 
the polymeric phase (fiber layer; 22) of about 80 to about 95% (col. 12, lines 19-22). 
The examiner asserts that this would necessarily constitute fibers having a liquid 
absorbing capacity in a range of 0.1 to 99.0%, as well as in a range of 20.0 to 99.0%, as 
claimed by applicant. The examiner also asserts that it would have been obvious to one 
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having ordinary skill in the art to include that the liquid being absorbed by the fibers is 
an aqueous solution and/or body fluids, as claimed by applicant. 

Though Brown does not explicitly teach a fiber diameter in the range of 50 nm to 
1 mm or 1 urn to 250 urn, the examiner asserts that it would have been obvious to one 
having ordinary skill in the art at the time of the invention to modify the scaffold of Brown 
to include these limitations in order to provide a prosthetic implant that would properly fit 
the size of defect in need of repair, particularly in view of the lack of any disclosed 
criticality (see page 8 of applicant's specification). Further, it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 
Regarding at least claims 9-16 

Brown teaches the invention substantially as claimed according to claim 1. Brown 
also teaches that the ceramic phase (base component; 24) lies adjacent to bone tissue 
(col. 12, lines 10-11) and may be composed of hydroxyapatite, calcium sulfates, calcium 
carbonates, magnesium calcium phosphates, and mixtures thereof, or of a porous 
polymer matrix with inclusions of short ceramic fibers (col. 6, lines 43-56). The examiner 
asserts that the materials taught by Brown necessarily constitute a bone substitute 
material and, since Brown contemplates mixtures of the materials, it would be obvious 
to use a composite material comprising at least a polymer component and a mineral 
phase, as claimed by applicant. Brown also teaches that the pores (25) in the ceramic 
phase (base component; 24) are interconnected and that the shape of the ceramic 
phase (base component; 24) is round, cylindrical, or conical (figure 1). 
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Regarding at least claims 17-18 and 20 

Brown teaches the invention substantially as claimed according to claims 16 and 
19. However, Brown does not explicitly teach the diameter of the ceramic phase (base 
component; 24) ranging between 2 and 30 mm or 4 and 20 mm, or the height of the 
ceramic phase (base component; 24) ranging between 1 to 30 mm or 1 to 6 mm. Brown 
also does not explicitly teach the thickness of the interphase region (stabilization area; 
26) of 1 nm to 1 mm. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the scaffold of Brown to include these limitations in order to 
provide a prosthetic implant that would properly fit the size of defect in need of repair, 
particularly in view of the lack of any disclosed criticality (see pages 10 and 13 of 
applicant's specification). Further, it has been held that where the general conditions of 
a claim are disclosed in the prior art, discovering the optimum or workable ranges 
involves only routine skill in the art. In re Alter, 105 USPQ 233. 
Regarding at least claims 23-27, and 29 

Brown teaches the invention substantially as claimed according to claim 1 . 
According to Brown, therapeutic agents (externally added component/pharmaceutical 
compound) may also be delivered via the implant (col. 10, lines 40-41). The examiner 
asserts that these therapeutic agents would necessarily constitute a chemical 
substance, particularly in view of the lack of criticality of this limitation in applicant's 
specification. The therapeutic agents taught by Brown include antibiotics and growth 
factors. Brown also teaches that cells including osteoblasts, chondrocytes, 
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autogeneous, allogenic, and xenogenic, may be applied or seeded into the scaffold 

(prosthetic device; 20). 

Regarding at least claims 28, 32, and 33 

Brown teaches the invention substantially as claimed according to claims 25 and 
31 . Brown also teaches that the interconnecting pores of the device facilitate the 
transport of nutrients and/or invasion of cells into the scaffold, facilitating the ingrowth of 
tissue and more closely mimicking naturally occurring tissue junctions (col. 3, lines 55- 
58). The examiner asserts that it would be obvious to one having ordinary skill in the art 
at the time of the invention that blood or any fraction thereof would be present 
throughout the scaffold, and particularly in the ceramic phase (base component; 24), as 
claimed by applicant. Brown also teaches that the fabrication of the scaffold having 
multiple layers each having its own characteristics of composition, porosity, strength, 
etc. permits the repair and regeneration of articular cartilage (col. 1 1 , lines 52-65). 

The examiner notes the use of functional language in the claims (see claims 32 
and 33). It has been held that a recitation with respect to the manner in which a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from 
a prior art apparatus satisfying the claimed structural limitations. Ex parte Masham, 2 
USPQ2d 1647(1987). 

Conclusion 

5. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA MONTANO whose telephone number is 
(571)270-5785. The examiner can normally be reached on Monday-Friday 8:00AM- 
5:00PM EDT. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571)272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MM 

/Bruce E Snow/ 

Primary Examiner, Art Unit 3738 



